QT/Iq ~"S$Hé

(b LST

SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

A & D ENGINEERING, INC.
E MONTTCRS

ATIN: JERRY WANG
1555 MOCANDLESS DRIVE
MITPITAS, CA 95035

A.R.C. IASFR AG

ATIN: DANIEL HCEFER
2417 SOUTH 3850 WEST
SALT LAKE CITY, UT 84120

ABBOTT ILABORATCRIES

ATIN: CHRISTINE L LICNHOCD
DEPT. 389, BLDG.AP30

200 ABBOTT PARK ROAD
RBBOIT PARK, IL 60064-6157

ABBOTT LABORATCRIES
ATIN: JIII. SACKETT
DEPT. 389, RP30

200 ABBOTT PARK ROAD
ABBOIT PARK, II. §0064-6157

ADVANCED UROSCIENCE INC.
ATIN: KAREN E PETERSON
1290 HAMMOND RD.

ST. PAUL, MN 55110

AGA MEDICAL (QCRP.

ATIN: JXDI L LOCHER
682 MENDFLSSCHN AVE.
GOLDEN VALLEY, MN 55427

AIOCN UNIVERSAL, LID.
ATIN: MICHREL E PFLEGER
6201 SOUTH FREEWAY

FORT WORTH, TX 76134-2099

AICCON UNIVERSAL, LID.
DISINFECTING SCLUTION ID 100136
ATTN: RALPH H LARSON

6201 SOUTH FREEWAY

FORT WORTH, TX 76134-2099

ALFA SCIENTIFIC DESIGNS, INC.
ATIN: NATSHU WANG

11494 SORRENTO VALIEY RD.,
SUITE F/M

SAN DIRGO, CA 92121

510(k) NO:

PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO
PHONE

510(k) NO:
PHONE NO

510(k) No:
PHONE NO :

510(k) NO:

PHONE NO :

510(k) NO:
PHONE NO :

K002115
408-263-5333

KDO1511
801-972-1311

K001616
847-935-2531

K002126
847-937-4085

K002323
651-653-8512

K993248
612-513-9227

K001214
817-551-4877

K001235
817-551-4702

K994398
858-350-9798

18-A06-2000 .
Page 1

DEVICE: ASD MEDICAL LIFESOURCE UB—401PC & UB-401 DIGITAL BLOCD PRESSUR
SE DECISICN MADE: 25-JUL-2000 ., ¢ Do
510(k) STATEMENT R A | T 4

DEVICE: O-LAS OPHIHAIMIC PHOTODISRUPTOR
SE DECISICN MADE: 1S-JUL~2000
510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: MCDIFICATION TO SYRINGE PREFILIED WITH 0.9% SCDIUM CHLORIDE
SE DECISION MADE: 27-JUL~2000

510(k) STATEMENT

DEVICE: ABBOTT ACCLAIM ENCORE STANDARD TUBING PUMP

SE DECISICN MADE: 20-JUL~-2000

510(k) STATEMENT

DEVICE: ADVANCED UROSCIENCE INJECTION NEEDLE

SE DECISICN MADE: 31-JUL-2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: AMPLATZER SIZING BALIOON
SE DBECISICN MADE: 12-JUL-2000
510(k) SIMMARY AVAILABLE FROM FDA

DEVICE: OPTI-FREE EXPRESS MILTI-PURPOSE DISINFECTING SOLUTTICN
SE DECISION MADE: 10-JUL~2000
510(k) SIMMARY AVATIARIE FROM FDA

DEVICE: OPTI-FREE SUPRACLENS DAILY POTEIN REMOVER / RGP MULTI-PURPOSE
SE DECISION MADE: 03-JUL~2000

510(k) SWMMARY AVATIARIE FRCM FDA

DEVICE: INSTANT-VIEW COCAINE (BENZYLECOGONINE) URINE CASSETTE TEST

SE DECISION MPDE: 27-JUL-2000

510(k) SIMMARY AVAITABIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FOR FINAL DECISICNS DURING THE PERICD 01-JUL-2000 THROUGH 31-JUL~2000

ALFA SCIENTIFIC DESIGNS, INC.
ATTN: NAISHU WANG

11494 SCRRENTO VALLEY FRD.,
SUTTE F/M

SAN DIHGO, CA 92121

510(k) NO: K994404
PHONE NO : 858-350-9798

ALFA SCIENTIFIC DESIGNS, INC.
ATTN: NAISHU WANG

11494 SCRRENTO VALLEY RD.,
SUITE F/M

SAN DIHGO, CA 92121

510(k) NO: K994409
PHONE NO : 858-350-9798

AII~PRO IMAGING CQCRP.
ATIN: JOSEPH CAREY

70 CANTIAGUE ROCK RD.
HICKSVILLE, NY 11801

510(k) NO: K001314
PHONE NO : 516-433-7676

510(k) NO: KOO1739
50 MICROGRAMS OR LESS OF TOTAL WATER EXTRACTABLE PROTEIN P
ATIN: ERICA SETHI PHONE NO : 847-785-3337

ALIFGTANCE HEALTHCARE OORP. 510(k) NO: K001924
CONTENT ILABELING CTATM (50 MICROGRAM CR LESSO

ATIN: ERICA SETHI PHONE NO : 847-785-3337
1500 WAUKEGAN RD.

MOGAW PARK, IL 60085

AMERTCAN DENT-ALL INC.
ATIN: VACHAKAN H KHOIE
5140 SAN FERNANDO RORD
GLENDALE, CA 91204

510(k) NO: K001383
PHONE NO : 818-662-0618

AMT MFG., INC.

ATIN: BILL DEACON

510 ROWNTREE DAIRY RD. #5
WOCDBRIDGE, (N,

510(k) NO: K001401
PHONE NO : 416 745 4739

ANDROMED, INC.
22 CR 002 XXX

ATIN: JEAN DUMAS

2310 BOUL ALFRED-NOBEL
ST.IAURENT, QUEBEC,

510(k) NO: K0DO1306
PHONE NO : 514 336 0043

18-AG-2000¢
Page 2

DEVICE: INSTANT-VIEW MORPHINE URINE CASSETTE TEST
SE DECISION MADE: OS5-JUL~2000

510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: INSTANT-VIEW CPIATES/MCRPHINE URINE DIP STRIP TEST

SE DECISICN MADE: 10-JUL-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MEDSCOPE

SE DECISION MADE: 25-JUL~2000

510(k) STATEMENT

DEVICE: POLYMER CORTED POWDER-FREE LATEX EXAMINATION GLOVES, CONTAINS
SE DECISICN MADE: 27-JUL-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: CORTED STERILE LATEX POWDEER-FREE SURGICAL GLOVES WITH PROTEIN

SE DECISICN MADE: 14-JUL~2000
510(k) SIMMARY AVATILARLE FROM FDA

DEVICE: SUPREMCAST "V*
SE DECISION MADE: 05-JUL~2000
510(k) STATEMENT

DEVICE: AMT THERAPEUTIC TAELE, MCDEL 748AMT
SE DECISION MADE: 12-JUL-2000
510(k) SUMMARY AVATIAEIE FROM FDA

DEVICE: STETHOS, MODEL STXXYYZZ OR 001 XXX, STETHOS LINK, MCDEL SLXXYY

SE DECISION MADE: 20-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SIMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL-2000 THROUGH 31-JUL~2000

ANGICDYNAMICS, INC.
ATIN: TERI JUCKETT
603 QUEENSBURY AVE.
QUEENSBURY, NY 12804

ANSELI. HEALTHCARE INC.
ATIN: LON D MCILVAIN
1500 INDUSTRIAL RCGRD
P.O. BOX 1252

DOTHAN, AL 36302

ANSELL PERRY INC.

TYLE 38

ATIN: JAMES R CHATTERTON
1875 HARSH AVENUE, S.E.
MASSTLICN, CH 44646-7199

ARROW INTL., INC.
ATTN: THOMAS D NICKEL
2400 BERNVILLE RD.
READING, PA 19605

ARTHROCARE QCRP.
ATIN: BRXE PROTHRO
595 NORTH PASTCRIA AVE.
SUNNYVALE, CA 94086

ASSEMBLED PRCDUCTS QORP.
ATIN: GARY DARLING

115 EAST LINDEN

ROGERS, AR 72756

ATI, ULTRASCUND, INC.

ATTN: TERRENCE J SWEENEY
P.O. BOX 3003
BOTHELL, WA 98041-3003

ATRIUM MEDICAL CORP.
ATIN: JOSEPH P DE PACLO
5 WENTWORTH LR.
HUDSCN, NH 03051

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:

PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PECNE NO :

510(k) NO:
PHONE NO :

K002101
518-798-1215

K001883
334-615-2562

K002192
330-833-2811

K001587
610-478~-3137

KO01904
408-736-0224

K001936
408-736-0224

KDO0869
501-636-5776

KO02003
425-487-7602

K002093
603--880-1433

DEVICE: ANGICDYNAMICS ABSCESSION BILIARY DRATNAGE CATHETER
SE DECISICN MADE: 31-JUL~2000

510(k) STATEMENT

DEVICE: LIFESTYLES, CONTEMPO OR PRIVATE LABEL LARGE OCNDCM
SE DECISION MADE: 31-JUL~2000

510(k) SUMMARY AVAILARIE FRCM FDA

18-AlG-2000 -

DEVICE: DERMAGUARD PF BROAN POWDER FREE LATEX SURGICAL GLOVES; MODEL S

SE DECISION MADE: 27-JUL-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: 19 GA PLASTIC REINFORCED EPIDURAL CATHETER
SE DECISION MADE: 12-JUL-2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: RRTHROCARE FLOW QONTRCL UNIT
SE DECISION MRDE: 17-JUL~2000

510(k) STATEMENT

DEVICE: ARTHROCARE CONTROLLER, ARTHROCARE CABLE, FOUTLSWITCH, POWERCCRD

SE DECISION MADE: 19—JUL~2000
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: 1A PERSCNAL SCOOTER
SE DECTISICN MADE: 19-JUL~2000
510(k) SUMMARY AVAITARLE FROM FDA

DEVICE: HDI 5000 ULTRASOUND SYSTEM ¥

SE DECISICN MADE: 13-JUL~2000
510(k) SUMMARY AVATLABIE FRCM FDA

DEVICE: ATRIUM LITE MESH

SE DECISICN MADE: 24-JUL~2000

510(k) STATEMENT

!



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECTSIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

AUSTENAL, INC.

ATIN: RNALD DUDEK
4101 WEST 51ST ST.
CHICAGO, IL 60632-4287

BARCO NV DISPLAY SYSTEMS
ATTN: FRANK FERGUSON
8524 VIIA IA XLIA DRIVE
SUITE 161

IA JLIA, CA 92037

BARCO NV DISPLAY SYSTEMS
ATTN: FRANK FERGUSCN
8524 VIIA 1A JLIA DRIVE
SUTTE 161

1A JOLIA, CA 92037

BARCO NV DISPLAY SYSTEMS
ATTN: FRANK FERGUSCN
8524 VIIA IA XLIA DRIVE
SUTTE 161

TA JCLIA, CA 92037

BARCO NV DISPLAY SYSTEMS
ATIN: FRANK FERGUSON
8524 VILA 1A XILIA DRIVE
SUITE 161

1A XAI1A, CA 92037

BARCO NV DISPLAY SYSTEMS
ATTN: FRANK FERGUSCN
8524 VIILA LA JULIA DRIVE
SUTTE 161

IA JOLIA, CA 92037

BARCO NV DISPLAY SYSTEMS
ATIN: FRANK FERGUSCN
8524 VIIA IA JUIA DRIVE
SUTTE 161

LA JOLIA, CA 92037

BARCO NV DISPLAY SYSTEMS
ATTN: FRANK FERGUSCN
8524 VILA IA JLIA DRIVE
SUITE 161

1A XHIA, CA 92037

510(k) NO:
PHNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHNE NO :

K001798
773-735-0600

K001747
858~-587-1147

KO01748
858-587-1147

KD01750
858-587-1147

K001751
858-587-1147

KDO1752
858-587-1147

KDO1753
858-587-1147

k001754
858-587-1147

18-al-2000-
Page 4

DEVICE: DC TITAN
SE DECISICN MADE: 31-JUL~2000
510(k) SIMMARY AVAILARLE FROM FDA

DEVICE: MEDIS 2MP2 DURL-HEAD MEDICAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 13-JUL~2000

510(k) SOMMARY AVATIARIE FRCM FDA

DEVICE: MEDIS SMP2 MEDTCAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 27-JUL~2000

510(k) SMARY AVATIABLE FROM FDA

DEVICE: MEDIS SMP1H QUAD-HEAD MEDICIAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 21-JUL-2000

510(k) SUMMARY AVAITABLE FROM FDA

DEVICE: MEDIS 2MP2 QUAD-HEAD MEDICAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 19-JUL~2000

510(k) SOMMARY AVAILABLE FROM FDA

DEVICE: MEDIS 55MP1H SINGLE-HEAD MEDICAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 1S—JUL~2000

510(k) SOMARY AVAITARIE FROM FDA

DEVICE: MEDIS 5MP2 DUAL~HFAD MEDICAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 27~JUL~2000

510(k) SMMARY AVATIAEBLE FRCM FDA

DEVICE: MEDIS SMP1H DUAL~HEAD MEDICAL DIAGNOSTIC DISPLAY SYSTEM
SE DECISION MADE: 19-JUL-2000

510(k) SIMMARY AVAILABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-JUL~-2000 THROUGH 31-JUL~2000

BAUSCH & LaMB, INC.
ATIN: PAUL G STAPLETCN
1400 NORTH GOCDMAN ST.
ROCHESTER, NY 14603

BAXTER HEALTHCARE COCRP.
ATTN: ANGELA BLACKSHERE
550 NCRTH BRAND BOULEVARD
GLENDALE, CA 91023

BAXTER HEALTHCARE QURP.

510(k) NO:
PHONE NO :

510(k) NO:
PHNE NO :

510(k) NO:

1S Cl46F7, Cl4&HF7, S146F7, S146HF7

ATIN: JASCN SMITH

17221 RED HILL AVENUE (IRVINE)
P.O. BOX 11150

SANTA ANA,, CA 92711-1150

BAXTER HEALTHCARE CCRP.
NFUSICN PMP 2M8151
ATTN: JENNIFER M PAINE
RT. 120 AND WILSON RQAD
ROUND LAKE, IL 60073-0490

PHCNE NO :

510(k) NO:

PHONE NO

BECTON DICKINSCN INFUSICN THERAFY 510(k) NO:

THETERS

ATIN: LESLIE WOD
9450 SCUTH STATE ST.
SANDY, UT 84070

BEST MFG. CO.

USE WITH CHEMOTHERAPY DRUGS)
ATTN: DAVID C YOUNG

579 EDISCN STREET
MENLO, GA 30731

BIO/DATA OCRP.
ATIN: RODNEY W SCARPELLI

P.O. BOX 347
HORSHRM, PA 19044-0347

WARSAEW, IN 46581-0578

PHCNE NO :

510(k) NO:
PHONE NO @

510(k) NoO:
PHONE NO :

510(k) NO:
PHONE NO @

KD01539
716-338-8172

K98108%9
818-507-5559

KD01063
949-250-2662

k002211
847-270-5825

K002033
801-565-2504

KDO1375
706-862~2302

K001891
215-441-4000

KO01374
219-267-6639

DEVICE: RENU MULTTIPLUS MULTI-FURPCSE SOLUTION
SE DECISION MADE: 31-JUL~2000
510(k) SIMMARY AVAILABLE FROM FDA

DEVICE: TISSCMAT AND SPRAY SET
SE. DECISICN MADE: 05-JUL~2000
510(k) SUMMARY AVAILABIE FROM FDA

18-AG-2000
Page 5

DEVICE: SWAN-GANZ SYNTHETIC CONTRCLCATH THERMCOILUTICON CATHETERS, MCDE

SE DECISION MADE: 07-JUL-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: COLIEAGUE CX VOLIMETRIC INFUSION PUMP 2MB161 AND VOUUMETERIC I

SE DECISION MADE: 28-JUL~2000
510(k) SUMMARY AVAITARIE FROM FDA

DEVICE: BED INSYTE AUTOGUARD -P AND BD INSYTE AUTOGUARD -P WINGED IV CA

SE DECISION MADE: 26-JUL~2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: ULTIMATE N-DEX PORER FREE NITRILE EXMINATION GILOVE (TESTED FOR

SE DECISION MADE: 25-JUL~2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: MICROSAMPLE CORGULATION ANALYZFR, MODEL MCA 310-C
SE DECISION MADE: 12-JUL~2000

510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: PATIENT MATCHED CQOBALT ALLOY TROCHLEA REPLACEMENT

SE DECISICN MADE: 27-JUL~2000
510(k) SMMARY AVAIIABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES COR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD (01-JUL~2000 THROUGH 31-JUL~2000

BICMET, INC.

ATIN: MARY VERSTYNEN
56 EAST BELL DRIVE
PO BOX 587

WARSAW, IN 46581-0587

BIQGMET, INC.

ATIN: PATRICIA SANDBORN BERES

P.O. BCXX 587
WARSAW, IN 46581

BICMET, INC.

ATTN: TRACY J BICKEL
P.O. BOX 587

WARSAW, IN 46581

BICMET, INC.

ATTN: TRACY J BICKEL
ATRPCRT INDUSTRIAL PARK
P.O. BOX 587

WARSAW, IN 46581-0587

BICNX IMPLANTS, INC.

ATIN: TULJA ANNALA
HERMIANKATU 6-8 L
TAMPERE,

BICPLATE INC.

ATIN: ERIC V HOHENSTEIN
6911 MELROSE AVENUE
LOS ANGELES, CA 90038

BIOPRO, INC.

ATIN: CHERYL L WARSINSKE
17 SEVENTEENTH STREET
PCRT HURON, MI 48060

BIOSCAN, INC.
ATIN: BUTCH SMITH
6 WALDEN ROAD

OORRALES, NM 87048

CORRALES, NM 87048

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

H

510(k) NoO:
PECNE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

K001271
219-267-6639

KO01350
219-267-6639

K001376
219-372-1761

KD02106
219-372-1761

KD01378
358 331 65600

KDO1530
323-549-9500

K990165
810-982-7777

K993684
505-897-2712

K993685
505-897-2712

DEVICE: SAMARCO SPIDER PLATES
SE DECISION MADE: 14-JUL~-2000

510(k) SMMARY AVATIABLE FRCM FDA
DEVICE: PATIENT MATCHED TTITANIUM ALIOY TROCHLEA

SE DECISION MADE: 26-JUL-2000
510(k) SMMARY AVAITAHEIE FROM FDA

DEVICE: TI-MAX PROTRUSIO CAGE
SE DECISICN MADE: 20-~JUL~2000
510(k) SOMMARY AVATLABLE FROM FDA

DEVICE: NEW BIO-MOORE ENDO HEAD, TAPER ADAPTER
SE DECISICN MADE: 27-JUL-2000

510(k) SUMMARY AVAITARIE FROM FDA

18-AlXG—2000

DEVICE: BIOCUFF, MODELS 225718, 225728, 225736, 235718, 235728, 235736

SE DECISION MADE: 28-JUL~2000
510(k) SUMMARY AVATLAHRIE FRCM FDA

DEVICE: THE BICPLATE BIOCLIP CRANIOTCMY FIXATION SYSTEM
SE DECISION MADE: 21-JUL~2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: BIOPRO TARA PCLY INSERT
SE DECISION MADE: 14-JUL~2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SPINAL PAD
SE DECISION MADE: 1S-JUL—2000
510(k) STATEMENT

DEVICE: BIOPACK
SE DECISION MADE: 18-JUL~-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
THROUGH

FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000

3333 DIAMOND CANYON RD.
DIAMOND BAR, CA 91765

BIOSCUND ESAOTE, INC.
ATIN: CCLLEEN HITTLE
8000 CASTIFWAY DR.
INDIANAPCLIS, IN 46250

BLATNE IABS, INC.

ATTN: ROBERT BLAINE
9624 SOUTH JOHN STREET
UNIT 101

SANTA FE SPRINGS, CA 90670

BONUS ENT. CCRP.

ATIN: JEFF TEPERMEYSTER
228 1AKE MERCED HILL
SAN FRANCISCO, CA 94132

BOSTON SCIENTIFIC OCRP.
ATIN: ROBERT J MICHALIK
CNE BOSTON SCIENTTFIC PLACE
NATRICK, MA 01760-1537

BOADENGS TECHNCIOGIES LIC
ATIN: JEFFERY BOWDEN

54 ROCK CHURCH DRIVE
O’FALLCN, MO 63366

BRAINLAB AG

ATIN: STEFAN VILSMEIER
AMMERTHALSTRASSE 8
HEIMSTETTEN,

BRIDGER BICMED, INC.

ATTN: BRIXE G RUEFER

2430 NORTH 7TH AVE., SUITE 4
BOZEMAN, MT 59715

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

K993686
505-897~-2712

KD01390
800-729-9010

K001894
317-849-1793

KD01608
800-307-8818

KD01391
877-722-6687

K002084
508-652-5801

K001596
636-978-8846

K994413
49 89 9915680

K994032
4065867666

31-JUL~2000

DEVICE: LIGHT PATCH
SE DECISION MADE: 18-JUL—~2000
510(k) STATEMENT

DEVICE: BIOSENSE WEBSTER PATTENT CABLE AND LEADWIRES
SE DECISION MADE: 21-JUL-2000
510(k) SUMMARY AVATLIABIE FROM FDA

DEVICE: MCDIFICATION TO E-SCAN
SE DECISION MADE: O6-JUL-2000
510(k) SUMMARY AVATTARIE FRCM FDA

DEVICE: BIAINE SCARCARE PATCH
SE DECISION MADE: 25-JUL-2000

510(k) SUMMARY AVAITAHRIE FRCM FDA

DEVICE: "BONUS" MECHANICAL WHEELCHAIR
SE DECISICN MADE: 24-JUL~2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: MICROVASIVE LITHOTRIPIUR FLEXPRCBE II
SE DECISICN MADE: 19-JUL~-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: LIFERX
SE DECISION MADE: O6-JUL~2000
510(k) SWMARY AVAITAHRLE FROM FDA

DEVICE: BRAINSCAN
SE DECISION MADE: 13-JUL-2000
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: FLIXORO-TEX CARDIOVASCULAR PATCH
SE DECISICN MRDE: O7-JUL~2000
510(k) SIMMARY AVATLABIE FROM FDA

18-AfG-2000



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQJIVAIENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS

TYE) TITRYAT TWEWITOTAAIY TR T TR rr:

LLal L LNAL UCALLOAVAN INDAWCOR)  LAUILINS

f"h Il T
haMNS y  dadise

ATIN: FRANKMIMS
6258 SIBADY GRONE ROAD E

CLIT NHERL =mWOVES NS S.

MEMPHIS, TN 38120

ATIN: SCOIT COCHN

770 RIVER RCRD
SHELTON, CT 06484-5458

CIEVETAND MEDTCAT, DEVICES

Na L Vius AR Laes.

ATTN: ROBERT N SCEMIDT
11000 CEDAR AVE.

s L AV SUVLAE SV

CIEVELAND, CH 44106

CMT MEDICAL TECHNOLOGIES, LID.

ATIN: IIAN SHARCN

COGENT LIGHT TECHNCLOGIES, INC.

ATIN: ED CURRIE
26145 TECHNOLOGY DR.

SANTA CLARITA, CA 91355-1137

LAV Aaad y  ddVe

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

-

inse

510(k)
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

KaG2182

NTTELELCL

901-682-0417

K001371
408-517-2522

K000837
051 700 877

K001296
303-792-7427

K001050
203-929-5582

KD01822

I:‘IC LA
LA UL T,

b
8

X0O01110

L3 P VN RV

216-791-6720

KD0O01111
972 485 00058

K001698
800-294-2989

TEMTAS M7 1T AAA TN wwr 21 9T AN
FROUAL) Vi—JULLAWAJ 1IHSAAA]L J1—JUL~LAA)

DEVUTCRs (A CIADD., TN, PCEP (DMDT CITE DROYTEYOTYRY
4 dd VAU p Al e LWk V&L Il :m.l.w;ml

SE DECISION MADE: 18-JUL-2000
51

Salil il AN

DEVICE: PUMA DENTAL CHAIR AND UNIT
SE DECISION MADE: 11-JUL~2000
510(k) STATEMENT

DEVICE: SPINAL OORD AND IMMOBILIZATICN TRACTION SYSTEM

SE DECISICN MADE: 17-JUL~2000
510(k) SMMARY AVAIIARLE FROM FDA

DEVICE: CALCIJECT
SE DECISI(N MADE: 21-JUL-2000

DJ.U(K) DLIALIMENL

DEVICE: THE V-BAG
Q. TEVYTOTAAT VAT V7 TTIT 0V
WA MEASLWD LAY SXWMRL e [ JUL—OVANS

510(k) STATEMENT

DEUTCY : CRYSTAI-FH: MODET, 186

ArS Y ANl e NmNA NS AL TR VEmsli aD

SE DECISION MADE: 05-JUL~2000
510¢k) SIMMARY AVATTARTE FROM FTIA

FERLS SAATRUNT AVALIARS PIeSt LAY

DEVICE: PANCRET, MODEL 1000A
SE DECISICN MADE: 07-JUL~2000
510(k) SIMMARY AVAIIABLE FROM FDA

DEVICE: MICRO LINK ENDOSCOPIC FIBER CARLE, MODEL B1-90159

SE DECISICN MADE: 17-JUL~2000
510(k) SUMMARY AVATIABLE FRCM FDA

18—AI;G—2000 .



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

OORDIS OOFP.

ATTN: DENNIS S GRIFFIN
14201 N.W. 60TH AVE.
MIMMI LRKES, FL 33014

QCRDIS OORP.

ATIN: ELENA JXO
14201 N.W. 60TH AVE.
MIAMI LAKES, FL 33014

DATEX-CEMEDA, INC.
ATTN: JCEL KENT

3 HIGWOD DR.
TEWKSBURY, MA 01876

DEL, MAR MEDICAL SYSTEMS, LIC.
ATTN: ED CRESPIN

1621 ALTON PRRKWAY

IRVINE, CA 92606

DEPUY ACRCMED

ATTN: KAREN JURCZAK
325 PARAMOUNT DR.
RAYNHRM, MA 02767

510(k) NO:
PHONE NO @

510(k) NO:
PHNE NO :

510(k) NO:
PHONE NO :

.

510(k) NO:

PHONE NO :

510(k) NO:
PHNE NO :

510(k) NO:
PHONE NO ¢

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

K001746
925-249-8031

K993420
630-357-9008

K001087
800-468-1379

KD00062
908-412-7257

K001135
305-824-5283

K001843
305-824-2531

KO00647
978-640-0460

K001317
949-250--3200

K0D01340
508-828-3704

18-AG-2000-
Page 9

DEVICE: LIGHTSHEER PULSED DICDE ARRAY LASER SYSTEM (FAMILY OF PRODUCTS
SE DECISION MADE: 19—JUL~2000
510(k) SIMMARY AVATIARLE FROM FTA

DEVICE: OONTROL SCLUTICONS INC, MODEL CS3101
SE DRCISION MRDE: 19-JUL~2000
510(k) STATEMENT

DEVICE: PTA BALIOON CATHETER
SE DECISION MRDE: 20--JUL~2000

510(k) SUMMARY AVATLAEIE FRCM FDA

DEVICE: QORDIS TRAPEASE PERMANENT VENA CAVA FILTER AND INTRCDUCTION KI

SE DECISION MADE: 07-JUL~2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: 6F & 7F INTRCDUCING CATHETERS (MODIFICATION)
SE DECISION MADE: 0O3-JUL~-2000
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: S.M.A.R.T. NITINCOL STENT TRANSHEPATIC BILIARY SYSTEM
SE DECISION MADE: 18-JUL~2000
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: DATEX~-CEMEDA NETWORK AND CENTRAL
SE DECISION MADE: 13-JUI~-2000
510(k) SUMMARY AVATLAERLE FROM FDA

DEVICE: ARTA
SE DECISION MADE: 21-JUL~2000
510(k) SUMMARY AVAITABLE FRCM FDA

DEVICE: STACKABLE CAGE SYSTEM
SE DECISICN MADE: 26-JUL~2000
510(k) SIMMARY AVAILABIE FRCM FDA



SURMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-~JUL~2000

DEPUY ORTHOPAREDICS, INC.
ATIN: MARCTA J ARENTZ
700 CRTHOPAEDIC DR.
WARSAW, IN 46581-0988

700 CRTHOPREDIC DR.
P.O. BOX 988
WARSAW, IN 46581-0988

DIAMEDIX CORP.

ATIN: LYNNE STIRLING
2140 NORTH MIAMI AVE.
MIAMI, FL 33127

DIDECO
ATTN: ROSINA ROBINSCN
49 PLAIN STREET

NORTH ATTLEBCRO, MA 02760-4153

EBI, L.P.

ATIN: JONAS WILF

100 INTERPACE PKWY.
PARSIPPANY, NJ 07054-1079

EBI, L.P.

ATTN: JON CAPAROTTA

100 INTERPACE PKWY.
PARSIPPANY, NJ 07054-1079

ELIMAN INTL., INC.
ATIN: FRANK LIN
1135 RATLRORD AVE.,
ELIMAN BLDG.
HEWLETT, NY 11557

ENVIRCNMENTAL TEST SYSTEMS, INC.

ATIN: DAVID A MORRIS
23575 COUNTY RD., #106
ELKHART, IN 46514

510(k) NO:
PECNE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO :

510(k) NO:
PHONE NO :

KDO1372
508-828-3704

KD01778
219-371-4944

¥001982
219-371-4904

X001707
305-324-2354

K001388
508-643-0434

KDO1357
973-299-9022

KD01794
973~299-9022

X001407
516~-569-1482

k001194
219-262-2060

DEVICE: E-Z LINK CROSS OONNECTCR
SE DECISION MADE: 27-JUL—2000
510(k) SOMMARY AVAITAHIE FRCM FDA

DEVICE: POROCOAT PRCDIGY HIP PROSTHESIS
SE DECISION MADE: O7—JUL~2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: TRI-LOCK HIP STEM
SE DECISION MADE: 26-JUL~2000

510(k) SMMRARY AVAILAHIE FROM FDA

DEVICE: DIAMEDIX IS-TOXOPLASMA IGM CAPTURE TEST SYSTEM
SE DECISICN MADE: 07-JUL~2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: DATA MASTER PERFUSION MONITORING SYSTEM
SE DECISION MADE: 28-JUL~2000
510(k) SUMMARY AVAILAHIE FROM FDA

DEVICE: MODIFICATION TO CMEGA 21 SYSTEM
SE DECISICN MRDE: 20-JUL~2000
510(k) SUMMARY AVAIIABLE FROM FDA

DEVICE: EBI ANTERICR CERVICAL PLATE SYSTEM
SE DECISICN MADE: 12-JUL-2000
510(k) SUMMARY AVATLAHIE FROM FDa

DEVICE: SURGITRON IEC II

SE DECISICN MADE: 24-JUL~2

510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: STERICHEK TOTAL CHICRINE REAGENT STRIPS

SE DECISION MADE: 11-JUL—2000
510(k) SUMMARY AVATIARLE FRCM FDA

18-AlG—-2000:
Page 10



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS 18-AG-2000-

FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000 Page 11
ERICH JABGER GMBH 510(k) MO: K0O1502 DEVICE: AEROSCL PROVOCATION SYSTEM APS PRO, MCDEL APS PRO
ATIN: LARRY MURDOCK PHONE NO : 714-283-2228 SE DECISION MADE: 12-JUL~2000
22705 SAVI RANCH PARKWAY 510(k) STATEMENT
YORBA LINDA, CA 92887-4645
ESPE DENTAL AG 510(k) NO: K001494 DEVICE: MCDIFICATION TO PRCMPT 1~FOP
ATTN: ANDREAS PETERMANN PHCNE NO : 011 498 152700139SE DECISION MADE: O7-JUL-2000
ESPE PLATZ 510(k) SIMMARY AVATLARIE FROM FDA
SEEFELD, BAVARIA,
ETHICON, INC. 510(k) NO: KDO1625 DEVICE: PRONOVA NCNABSORBARLE SUTURE, USP
ATTN: PETER M CBOCHINI PHONE NO : 908-218-2457 SE DBECISION MADE: 10-JUL~2000
ROUTE 22 WEST 510(k) SUMMARY AVAITABLE FROM FDA
SCMERVILLE, NJ 08876~0151
EXCEL TECH. LTD. 510(k) NO: KD01166 DEVICE: ULTRA V THERAPEUTIC ULTRASOUND
ATTN: CAMERCN MAHCN PHEONE NO : 905 829 5300 SE DECISION MADE: 07-JUL-2000
2568 BRISTCL CIRCLE 510(k) SUMMARY AVATIAELE FROM FDA
QAKVILLE, CNTARIO,
FITCO DIPPED PRODUCTS PVT. LID 510(k) NO: KO01715 DEVICE: PCWDERED PATIENT EXAMINATICN GLOVES, IATEX
ATIN: JOSEPH J E PEREIRA PHONE NO : 914 844 21983 SE DECISION MADE: 05-JUL-2000
14-A COCHIN EXPORT PROCESSING
ZONE, KAKKANAND, KOCHI 510(k) STATEMENT
KERALA,
FOICNA D.D. 510(k) NO: K0D01527 DEVICE: FOICNA FIDELIS ER: YAG IASER SYSTEM AND ACCESCRIES
ATTN: MOJCA VALJAVEC PHNE NO : 386 611 511215 SE DECISION MADE: 27-JUL~2000
STBERE 7, 510(k) SMARY AVAILARLE FRCM FDA
1

FRESENIUS MEDICAL CARE NORTH AMERI510(k) NO: K001873 DEVICE: HEMOSAFE PATTENT OONNECTOR FOR FRESENIUS BLOCOLINES, MCDEL 04—
9100-0
ATIN: ARTHUR ELLINSFELD PHONE NO : 781-402-9068 SE DECISION MADE: 28-JUL-2000
95 HAYDEN AVENUE 510(k) SMMARY AVAILARIE FROM FDA
LEXINGTON, MA 02420

FUST DYNAMICS LIMITED 510(k) ND: K994265 DEVICE: MEDISANA DIGITAL TENS
A'ITN TORU  HORTUCHT PHONE NO : 852 278 64218 SE DBCISICN MADE: 06-JUL~2000
UNIT 103, 23/F, LAWS PLAZA
788 CHEUNG SHA WAN RD. 510(k) STATEMENT
ROWLOON,
FUJI DYNAMICS LIMITED 510(k) NO: K994266 DEVICE: FDTENS 2010
ATIN: TORU HORIUCHI PHONE NO : 852 278 64218 SE DECISION MADE: O6-JUL~2000
UNIT 103, 23/F, LAWS PLAZA
788 CHEUNG SHA WAN RD. 510(k) STATEMENT

KOWLOCN,



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL-2000 THROUGH 31-JUL-2000

GAMBRO RENAL PRODUCTS 510(k) NO:
CDIALYSIS HLOCD TUBING SET

ATIN: BENITA BRADFORD PHONE NO :
10810 W. OCLLINS AVE.

LAKEWOOD, OO 80215

GC AMERICA, INC. 510(k) NO:
ATTN: TERRY L JORITZ PHONE NO :
3737 WEST 127TH STREET

ALSIP, IL 60803

GC AMERICRA, INC 510(k) NO:
ATIN: TERRY L JORITZ PHONE NO :

3737 WEST 127TH STREET
ALSIP, IL 60803

GE MARQUETTE MEDICAL SYSTEMS, INC.510(k) NO:
ATIN: DAVID WAHLIG PHONE NO :
8200 WEST TOWER RVE.

MITWAUKEE, WI 53223

GE MARQUETTE MEDICAL SYSTEMS, INC.510(k) NO:

ATIN: DAVID WAHLIG PHONE NO :
8200 WEST TOWER AVE.

MILWRUKEE, WI 53223

HARDY DIAGNOSTICS 510(k) NO:
ATIN: MELISSA TRAYICR PECNE NO :
1430 WEST MOCOY LANE

SANTA MARTA, CA 93455

HARTALEGA SDN BHD 510(k) NO:

BELING CIATM (200 MICROGRAMS CR LESS)

ATTN: NURU AISYAH KONG PHONE NO :
9 JALAN KUANG BULAN TAMAN

KEPCNG INDUSTRIAL ESTATE

KUALA LIMPUR,

HITL-ROM ATR~SHIELDS 510(k) NO:
ATTN: JAMES G CARPENTER PHONE NO :

330 JACKSONVILLE RD.
HATBORO, PA 19040

HITACHI MEDICAL SYSTEMS AMERICA, ISlO(k) NO:
ATTN: DOUGLAS THISTLETHWAITE PHONE NO :
1959 sSIMMIT OCOMMERCE PARK

TWINSBURG, CH 44087-2371

K001156
303-231-4637

KD01518
708-597-0900

KD01730
708-597-0900

K001268
414-362-2090

KD01359
414-362-2090

KO01728
805-346-2766

KD01959
603 634 2177

K001242
215-675-5200

K001334
330-425-1313

18-AlXG-2000-
Page 12

DEVICE: PHOENIX HEMCDIALYSIS DELIVERY SYSTEM, GAMERO CARTRIDGE FCR HEM

SE DECISION MADE: O7-JUL~2000
510(k) STATEMENT

DEVICE: GRADIA
SE DECISICN MADE: O5-JUL~2000
510(k) STATEMENT

DEVICE: GC FUJICEM
SE DECISICN MADE: 17-JUL~2000
510(k) STATEMENT

DEVICE: GE MARQUETTE PRISM INFCRMATION SERVER APPLICATICONS
SE DECISION MADE: 17--JUL~2000
510(k) SUMMPARY AVATIABLE FROM FDA

DEVICE: DASH 3000/4000 PATTENT MONTTCR
SE DECISION MADE: 18-JUL-2000
510(k) SUMMARY AVAILARIE FRCM FDA

DEVICE: HARDY DISK CLARTTHROMYCIN, 15M0G
SE DECISICN MADE: 27-JUL~2000
510(k) STATEM:NT

DEVICE: POWDERED STERILE IATEX SURGICAL GIOVE, WITH PROTEIN CONTENT LA
SE DECISICN MADE: 26-JUL-2000

510(k) STATEMENT

DEVICE: ISOLETTE INFANT INCUBATCR, MODEL C2HS

SE DECISION MADE: 13-JUL~-2000
510(k) SUMMARY AVAIIARIE FROM FDA

DEVICE: HITACHI ATRIS II
SE DECISION MADE: 06—-JUL~-2000
510(k) SMMARY AVAILABLE FRCM FDA



SUBMITTER RDDRESS LISTING FOR CDRH SUBSTANTIALLY FQUIVALENT (SE) S510(K) SUMMARIES OR S10(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01—-JUL~2000 THRCUGH 31-JUL~2000

HORMEDICA OSTECANICS CCORP.
ATIN: JENNIFER A DAUDELIN
359 VETERANS BLVD.

RUTHERFORD, NJ 07070-2584

HOWMEDICA OSTEONICS CCRP.
ATIN: KAREN ARTFMMA

59 RWUTE 17

ALLENDALE, NJ 07401-1677

HOWMEDICA OSTECNICS CORP.
ATIN: MARY-CATHFRINE DILLON
59 RUTE 17

ALLENDAIE, NJ 07401-1677

RUTHERFCRD, NJ 07070-2584

HOWMEDICA OSTBEONICS QCRP.
ATTIN: JENNIFER A DAUDELIN
359 VETERANS BLVD.

RUTHERFCRD, NJ 07070-2584

IMMEDICA, INC.

ATIN: ROY BOGERT

100 PASSAIC AVE.
CHATHRM, NJ 07928-2848

INBIOS INTL., INC.

ATTN: ESTELA I RAYCHAUDHURI
562 1ST. AVE. SOUTH, SUITE 600
SEATTLE, WA 98104

INOVISE MEDICAL, INC
ATIN: DEBRA A CLSON
1025 INDUSTRIAL PARKWAY
SUITE C

NEWBERG, CR 97132

INSTRIMENTARTUM CCRP.
ATIN: DOUG WOCDS

300 WEST EDGERTON AVENUE
MILWAUKEE, WI 53207

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO ¢

K001385
201-507-7283

K001419
201-760-8187

K001844
201-760-8117

K001886
201-507-7283

K001957
201-507-7283

KD01228
973-635-9040

K001092
206-344-5821

KO01349
503-554-4227

K001729
414-747-1030

18-AUG-2000.
Page 13

DEVICE: HOWMEDICA OSTEONICS RADIAL HEAD PROTHESIS
SE DECISION MADE: 27-JUL~2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: SOLAR SHOULDFR OFFSET HUMERAL HEARD
SE DECISICN MADE: 27-JUL~2000
510(k) SMMARY AVATLARIE FROM FDA

DEVICE: MODIFICATICN TO CENTAUR SPINAL SYSTEM
SE DECISICN MADE: 19—JUL~2000
510(k) SUMMARY AVAITABIE FRCM FDA

DEVICE: APEX FIXATION PINS
SE DECISION MADE: 12-JUL~2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: MIDULAR ROTATING HINGE KNEE TIBIAL, ROTATING COMPONENT
SE DECISICN MADE: 25-JUL~2000
510(k) SUMMARY AVAITAHELE FRCM FDA

DEVICE: EXTERNAL FIXATICN ANCECR PIN
SE DECISION MADE: 07-JUL-2000
510(k) STATEMENT

DEVICE: GENERIC BLOOD GLUCOSE TEST STRIP
SE DECISION MADE: 26-JUL-2000
510(k) STATEMENT

DEVICE: CARDIOVISE EOG INTERPRETATIVE SOFTWARE
SE DECISION MADE: 27-JUL~2000

510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: FOCUS

SE DECISION MADE: 13-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

BEQUIVALENT
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL-2000

INTUITIVE SURGICAL, INC.

510(k) NO:

ENDOSQOPIC INSTRUMENT OONTRCOL, SYSTEM

ATIN: MICHAEL, DANIEL
1340 W. MIDDIEFIELD RQAD
MOUNTAIN VIEW, CA 94043

INVACARE OCRP.

ATTN: EDWARD A KROLL
CNE INVACARE WAY
ELYRIA, CH 44036-2125

TONICS MEDICAL CORP.
ATTN: M. IAINE MASHBURN
702 13TH ST., #108
MIAMI BEACH, FL 33139

ISIAND BIOSURGICAL, LIC.
ATIN: HUNTER A MCKAY

18 MEADOW IN.

MERCER ISLAND, WA 98040-5340

IVOCLAR NORTH AMERICA, INC.
ATTN: PETER P MANCUSO

175 PINEVIEW DR.

AMHERST, NY 14228

JENERIC/PENTRCN, INC.

ATTN: ANNMARTE TENERO

53 NORTH PLAINS INDUSTRIAL RD.
P.O. BOX 724

WALLINGFCRD, CT 06492-0724

JENERIC/PENTRON, INC.
ATTN: ANNMARIE TENERO

53 NO.PLAINS INDUSTRIAL RD
WALLINGFCRD, CT 06492-0724

JILOO ENT.
ATTN: DAVID K LEONARD
11913 ARMITAGE DR.
GRANDVIEW, MO 64030

JCHNSON & JCENSCN MEDICAL, INC.
ATIN: DORENE MARKWIESE

2500 ARBROCK BLVD

P.O. BOX 90130

ARLINGTCN, TX 76004-3130

PHCNE NO :

510(k) NO:
PHONE NO :

' 510(k) NO:

PHONE NO :

510(k) No:
PHONE :

K990144
650-237-7036

KD01777
440-329-6595

K983667
800-444-0624

K001583

NO : 800-858-5359

510(k) NO:
PHCNE NO :

510(k) NO:
PICNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

K0D01469
716-691-0010

K001218
203-265-7397

K001623
203-265-7397

RO01361
816-965-9381

K001690
817-262-4450

18-AG-2000-
Page 14

(SE) 510(K) SWMMBRIES CR 510(K) STATEMENTS

DEVICE: INTUITIVE SURGICAL ENDOSCOPIC INSTRIMENTS, INTUITIVE SURGICAL

SE DECISION MADE: 11-JUI-2000
510(k) SIMMARY AVATLARLE FRCM FDA

DEVICE: MCOEL OGS TILT SEATING SYSTEM FCR POWER WHEELCHATIRS
SE DECISION MADE: 24-JUL~2000
510(k) SUMMARY AVAITARLE FRCM FDA

DEVICE: ICNICS LEVANTE INTERVERTEBRAL PITIAR, EXPANDABLE
SE DECISICN MADE: 05-JUL~2000
510(k) STATEMENT

DEVICE: ISLAND BIOSURGICAL BNS KIT #3
SE DECISION MADE: 13—JUL-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: RSD PROJECT DW269#25
SE DECISION MRDE: 05--JUL~2000
510(k) STATEMENT

DEVICE: CORRECT PLUS

SE DECISION MADE: 05-JUL~2000
510(k) SUMMARY AVATTAHLE FROM FDA
DEVICE: SCULPTURE FLOW

SE DECTSION MADE: 11-JUL~2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: JILCO TRACTION-FLEXTON (FATR
SE DECISION MADE: 19--JUL~2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: PROTECTIV SAFETY BLOOD OCEIECTION NEEDLE
SE DECISION MADE: 31-JUL~2000

510(k) SUMMARY AVAILARIE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS

FCOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL—-2000 THROUGH 31-JUL~2000

JULIE ALLIANCE 510(k) NO:
ATIN: CLAUDE BERTHOIN PHONE NO :
110 EAST GRANADA BOULEVARD

SUITE 208 P.O. BXX 36

CRMOND BEACH, FL 32175-0036

KARL STORZ ENDOSCOPY 510(k) NO:
BTTN: KEVIN KENNAN PHONE NO :
600 CORFORATE POINTE

CULVER CTTY, CA 90230-7600

KARL STORZ IMAGING, INC. 510(k) NO:
ATIN: TERRY FERNANDEZ PHONE NO :

175 CREMONA DR.
GALETA, CA 93117

KAWASUMI LABCRATCRIES AMERICA, INCS10(k) NO:
ATIN: JAX PAVIO PHCNE NO @
5905 C HAMPTON QAKS PKWY.

TAMPA, FL 33610

KAWASUMI IABCRATCRIES AMERICA, INCS510(k) NO:
ATIN: JACK PAVIO PHCNE NO
5905 C HAMPTCON QRKS PKWY.

TARMPA, FL 33610

KAWASUMI LABCRATORIES AMERTCA, INCS510(k) NO:

ATIN: JACK PAVIO PHONE NO :
5905 C HAMPTON QRKS PKWY.

TAMPA, FL 33610

KINAMED, INC. 510(k) NO:
ATTN: JOEL, SLOMOFF PHONE NO :
9229 CRANFORD DRIVE

POTOMAC, MD 20854

KLS-MARTIN L.P. 510(k) NO:
-551-15

ATTN: ART WARD PHONE NO :
3234 ELLA IANE

NEW FORT RICHEY, FL 34655

LIFE-TECH INTL., INC. 510(k) NO:

ATIN: JEFF KASOFF PHONE NO :
4235 GREENBRTAR DR.
STAFFORD, TX 77477-3995

KD01445
904-672-0450

KO001630
310-410-2769

K001362
805-968-5563

K001423
813-630-5554

K001424
813-630-5554

KO01426
813-630-5554

K994214
301~-983-1707

KO00580
813-645-2855

K001129
281-491-6600

DEVICE: SMILIE PC
SE DECISION MADE: 26-JUL~2000

510(k) STATEMENT

DEVICE: KSEA BIPOLAR OORGULATING ELECTRODES
SE DBECISICN MADE: 19-JUL-2000
510(k) SWMMARY AVATTARLE FROM FDA

DEVICE: KARL STORZ 3D VIDHO SYSTEM
SE DECISICN MADE: 17-JUL-2000
510(k) SOMMARY AVAILABLE FROM FDA

18-AlG~2000 -
Page 15

DEVICE: KAWASUMI LABCRATORIES IV ADMINISTRATICN SET, PRIMARY

SE DECISION MADE: 21-JUL~2000
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: KAWASUMI LABORATCRIES IV ADMINISTRATION SET, STANDARD

SE DECISION MADE: 21-JUL~2000
510(k) SMARY AVATLARLE FROM FDA

DEVICE: KAWASUMI IABCRATORIES IV ADMINISTRATICN SET WITH FILTER

SE DBECISICN MADE: 21-JUL~2000
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: GEM KNEE SYSTEM
SE DECISICN MADE: 19-JUL~2000
510(k) STATEMENT

DEVICE: ZURICH PEDIATRIC MAXITIARY DISTRACTOR, MCDELS 51-550-15 AND 51

SE DECISICN MADE: 24-JUL~2000
510(k) SGMMARY AVAILABLE FROM FDA

DEVICE: PROLONG, MCDELS PL50, PL100, PL150
SE DECISION MADE: 06-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

LIFESTREEM TECHNCLOGIES, INC.
ATIN: JACK OONNCLLY
510 CLEARWATER I0CP, SUITE 101

e TR T oy e n-\nr-n

KoL PALLD, 1D 03004

510(k) NO:

LOBOB IABORATCRIES, INC. 510(k) NO:
ATTN: DANIEL J MANELLI PHONE NO :
2000 M STREET (#700) -

WASHINGION, DC 20036

LUNAR CCRP. 510(k) NO:
ATTN: JAMES P RASKOB DHONE NO :
726 HEARTLAND TRAIL

MADISON, WI 53717

LUNAR CCRP. 510(k) NO:
ATTN: JAMES P RASKOB PHCNE NO :
726 HEARTLAND TRAIL

MBDISON, WI 53717

MACROPCRE, INC. 510(k) NO:
ATIN: FLOYD G LARSCN PHRE NO :

4329 GRAYDON RORD
SAN DIBGO, CA 92130

MALLINCXRODT DEVELCPPMENT FRANCE 510(k) NO: K

ATIN: MOUSTAFA ANKI
10 ALLEE PELIETTER DOISY

PICNE NO :

VILLERS-LESTNANCY ,

MASSIE RESEARCH LABCRATORIES, INC.510(k) NO:
ATIN: BERT MASSIE PHONE NO :
6761 SIFRRA CT., SUTIE E

DUBLIN, CA 94568

MED-VAC CCRP. 510(k) NO:
ATTN: 1LANIS P PFCLSGRCF PHONE NO &

24 LAKEWOCD DRIVE

nnmm wT 40D

MEDI-CULT A/S 510(k) NO:
ATIN: RONALD G LECNARDI PHONE NO :
9915 CAM, CHIRIMOLIA

SAN DIBGO, CA 92131

MEDICAL ANALYSIS SYSTEMS, INC. 510(k) NoO:

BND S (RSSAYED)
ATIN: SCOT D KINGHORN
5300 ADOLFO ROBD

CAMARTTIO, CA 93012

PHONE NO

KOO0610

PV B Lot =Y Ia'a)

LUS=4D (=4I

w1 QrA
NN LITO

202-261-1040

KO01756

: 608-826-7425

K001812
608-826-7425

K994158
858-792-1235

RNMLL/O
925-560-2465
K990365
414-639-1740
K991279
619-586-0751
K001758
805-987-7891

DEVICE: RESCLUTICN CIXCLESTEROL MONITCOR

SE DECISION MADE: 21-JUL~2000
510(k) SMMARY AVAIIARIE FRCM FDA

MEXNTT/7 4. 7ATYTYTAA AL W TYARTTAYY T O TATEIWSTITRAY Y
LIGVILES: U 11080 LLEALINT, DISINFECTING AND STORAGE AL LUN

SE DBECISION MADE: 18-JUL~2000

GMDV AUATT ADT &' DA LA
AAARETMUNL SAVAALILZMAAD OIRAl DLAd

ARIN  CATEOYAATY T TETYT AT

DEVICE: LUNAR REPCRT GENERATCR II
SE DECISION MADE: 06-JUL~2000

510(k) S®MARY AVAIIABLE FROM FDA

DEVICE: PEDIATRIC REFERENCE DATA
SE DECISION MADE: 10-JUL~2000
510(k) SUMMARY AVAILARLE FRCM FDA

DEVICE: MACROSORBOS PROTECTIVE SHEET
SE DECISION MADE: 24-JUL~2000
510(k) SUMMARY AVAILARLE FRCM FDA

13-JUL-2000

DEVICE: GASTRIC LAVAGE VALVE

Cﬂ' NETCTAA MAND. 26 TIIT 2NN
AN LERAD e  LFAIN\MLLNNAT

510(k) STATEMENT

DEVICE: MEDT-_OITT UNIVERGAT, TVRMEDTIIM

SV AlT:s MENAVIIGAN VIR SN

SE DECISION MADE: 20-JUL~-2000
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: DADE TRU-LIQUID MINI-TRCL, CHEMISTRY CONTROL, LEVELS 1, MID, 2,

SE DECISION MADE: O5-JUL~-2000
510(k) SOMMARY AVAILABIE FRCM FDA

18-AlG-2000-
Page 16



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-JUL~2000 THROUGH 31-JUL~2000

510(k) NO:
PHNE NO :

MEDIPURE CORPCRATICN (M) sDN. BHD.510(k) NO:

K001831
202-263-8900

K001165

EIN CONTENT IABELING CLAIM (50 MICROGRAMS (R LESS)

ATIN: LEE SON HONG PHONE NO :
NO: 14, JALAN TAIPING

KUALA KANGSAR, PERBK,

MEDTRCNIC AVE, INC, 510(¢k) No:
WIRE, GUIDE, CATHETER, MODEL QSW1000

ATTN: SHEILY TRIMM PHONE NO :
3576 UNOCAL PL.

SANTA ROSA, CA 95403

MEDTRONIC SOFAMOR DANEK, INC. 510(k) NO:
ATIN: RICHARD TREHARNE PHONE NO :
1800 PYRAMID PL

MEMPHIS, TN 38132

METRIKA, INC. 510(k) NoO:
ATIN: JCEAL M HLATT PHONE NO 3
510 QAKMEAD PARKWAY

SUNNYVALE, CA 94086

METRON MEDICAL AUSTRALIA P/L 510(k) NO:
ATIN: ROB HOPKINS PHONE NO :
57 ASTER AVE.

CARRIM DOWNS, VICTCRIA,

MICRO THERAPEUTICS, INC. 510(k) No:

605 776 5103

K994141
707-566-1443

KO01255
901-396-3133

KO00887
408-524--2255

KD01370
61 397 751234

KD01966

SINGLE MARKER BAND AND 153 M, DUAL MARKER BAND

ATIN: MARTEELIE AGUINALDO PHONE NO :
2 GOCDYEAR

IRVINE, CA 92618

MOLNLYCKE HEALTH CARE INC 510(k) NO:
ND STANDARD PROTECTION

ATTN: MIGUEL A NEGRON PHONE NO :
500 BALDWIN TOWER

EDDYSTCNE, PA 19022

MOLNLYCKE HEALTH CARE INC 510(k) No:
ATTN: MIGUEL A NEGRON PHONE NO :

500 BALDWIN TOWER
EDDYSTONE, PA 19022

949-837-3700

K000901
610-499-3383

KO00902
610-499-3383

18-AlG—2000-
Page 17

DEVICE: NEEDIELESS TRANSFER DEVICE
SE DECISION MADE: 11-JUL-2000
510(k) STATEMENT

DEVICE: PCLYMER COATED POWDER FREE, LATEX EXAMINATION GLONES WITH PROL

SE DECISICN MADE: 05-JUL~-2000
510(k) STATEMENT

DEVICE: CATHETER, INTRAVASCULAR OCCLUDING, TEMPCRARY, MCDEL. SCL 3510;

SE DBECISION MADE: 21-JUL-2000
510(k) SIMMARY AVATIARIE FROM FDA

DEVICE: CD HORIZON SPINAL SYSTEM
SE DECISION MADE: 11-JUL~2000
510(k) SUMVMARY AVAILABLE FROM FDA

DEVICE: DRX HBAIC
SE DECISION MADE: 26-JUL~-2000
510(k) SIMMARY AVATIARIE FROM FDA

DEVICE: ACCUSONIC PLUS, MDEL AP-100
SE DECISICN MADE: 17-JUL~2000
510(k) STATEMENT

DEVICE: REBAR MICRO CATHETER: REBAR-18 [2.3F], 110 €M, 130 M, 153 ¥,

SE DECISION MPDE: 20-JUL-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: KLINIDRAPE SURGICAL GOWNS, NON-REINFCRCED, BASIC PROTECTICNS A

SE DECISION MADE: 05-JUL~2000
510(k) SMMARY AVAIIARIE FROM FDA

DEVICE: KLINIDRAPE REINFORCED SURGICAL GOWNS
SE DECISION MADE: 11~JUL-2000
510(k) SUMMARY AVAILABIE FROM FDA
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MONADNOCK OPTICS, INC. 510(k) NO: KO01217 DEVICE: INSIDE VIEW

ATTN: LEONARD J BONNEIL PHONE NO : 215-938-1499 SE DECISION MADE: 11-JUL-2000

1464 HOLOCMB ROAD 510(k) STATEMENT

HUNTINGDON VALLEY, PA 19006

MULTISAFE SDN BHD 510(k) NO: KOO1497 DEVICE: MILTISAFE-POADERED NITRILE GLOVES, NON-STERILE (BLUE)
ATIN: ABD. HADI BIN HUSIN PHONE NO : 605 434 8269 SE DECISION MADE: 26-JUL~2000

LOT 764

BIDCR INDUSTRIAL ESTATE 510(k) STATEMENT

BIDCR, PERRK,

MILTISAFE SDN BHD 510(k) NO: KD01619 DEVICE: MILTISAFE POADER FREE NITRILE GLOVES, NON STERILE (BLUE)
ATIN: AHD. HADI BIN HUSIN PHONE NO : 605 434 8269 SE DECISION MADE: 26-JUL~2000

IOT 764

BIDCR INDUSTRIAL ESTATE 510(k) STIATEMENT

35500 BIDOR, PERAK,

NANMA MFG CD., LID. 510(k) NO: K993909 DEVICE: NANMA VACUUM PUMP

ATIN: E.J. SMITH
P.O. BOX 4341

- 4

CROFTCN, MD 21114

ATRAT LW T oT

S —— e

SE DECISICN MADE: .L"'\JU.Ll—dlM)
510(k) STATEMENT

MARTSHIGE 0., LID. 510(}{) NO: KOC1210 DEVICE: DM-5C MICRODUECICRS
ATTN: MITSUKO PHONE NO : 813 330 88383 SE DECTISION MADE: 07-JUL~2000
25-5 MDWMOGRASUYRMA 4-CGME 510(k) SMERY AVATIARIE FROM FDA
SETAGAYA-KU, TCKYO,

NARISHIGE (0., LID. 510(k) NO: KO01911 DEVICE: IM-9A MICROINJECICRS
ATIN: MITSUKD YCNEYRMA BHONE NO : 813 330 88383 SE DECISTON MADE: O7-JUL—-2000
29-9 MINAMIKARASUYAMA 4-CHOME 510(k) SMMARY AVAITARLE FRCM FDA
SETAGAYA-KIJ, TOKYO,

NARISHIGE (0., LID. 510(k) NO: K001912 DEVICE: IM-9B MICROINJECICRS
ATIN: MITSUKO YONEYAMA PHONE NO : 81 333 088383 SE DECISION MADE: O7-JUL~2000
29-9 MINAMTKARASUYAMA 4-CHOME 510(k)} SUMMARY AVAILAHRLE FROM FDA
SETAGAYA-KJ, TCKYO,

NEURO SCAN LABS 510(¢k) NO: K001324 DEVICE: SYNAMPS (32-64 CHANNELS), ESI SYNAMPS (65-128 CHANNELS), ESI S
YNAMPS (129-256 CHANNELS)

ATIN: DAVID B JONES PHONE NO : 915-845-5600 SE DECISION MADE: 11-JUL~2000
5700 CRMO DR., SUITE 100 510(k) SMMARY AVAITARIE FROM FDA
EL PASO, TX 79912-5538

NEWDEAL S.A. 510(k) NO: KO01231 DEVICE: THE KALIX IMPLANT

ATIN: NCRMAN F ESTRIN PICNE NO : 301-279-2899 SE DECISION MADE: 11-JUL~2000

510(k) SMMARY AVAILAHIE FROM FDA



SUBMITTER ADDRESS LISTING FOR (TRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

NIDEK, INC.

ATIN: JERRY TSUTSUMI
47651 WESTINGHOWSE DR.
FREMONT, CA 94539

NIPRO MEDICAL CCRP.
ATIN: JACK FRAUTSCHL
1445 FIAT GREFK RORD
ATHENS, TX

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

NON-INVASIVE MONTTORING SYSTEMS, I510(k) NO:

ATTN: MARVIN A SACKNER, M.D.

1840 WEST AVE.
MIAMI BEACH, FL 33139

NONIN MEDICAL, INC.
ATTN: RICHARD P BENNETT

2605 FERNBROCK LANE, NORTH
MINNEAPCEIS, MN 55447-4755

NORTHEAST MONITORING, INC.

ATTN: ROCNEY L CAMBRE
730 BOSTON POST ROAD
SUITE 23
SUDBURY, MA 01776

NOWASYS MEDICAL, INC.
ATIN: THCMAS C WEHMAN
687 NO. PASTCRIA AVENUE
SUNNYVALE, CA 94086

NMED, INC.

ATTN: NICHELIE LAFLESH
2880 MAIN ST.
HOPKINTON, NY 12965

NUVASIVE, INC.

ATIN: LAETITIA BERNARD
10065 LD GROVE RD.

SAN DIFGO, CA 92131

OMRON HEALTHCARE, INC.
ATTN: OSAMJ SHIRASAKT
300 LAKEVIEW PKWY.

VERNON HIIIS, IL 60061

PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO :

510(k) NO:
PHCNE NO

K990119
510-226~-5700

¥001251
903-675-9321

KD01369
305-534-3694

K001930
612-577-3166

K001288
978-440-8438

k001328
408~730-6300

KD01804
315-328-4491

K001323
858-271-7070

KD01848
847-680-6200

18-AUG~2000:
Page 19

DEVICE: EPI-STAR SURGICAL IASER SYSTER
SE DECISION MADE: 27-JUL~2000
510(k) SUMMARY AVATILAHIE FROM FDA

DEVICE: SNIPER, MCDEL CR-3872XX SERIES
SE DECISICN MADE: O07-JUL~2000
510(k) SUMMARY AVAIIARIE FROM FDA

DEVICE: RESPIEVENTS, VERSION 4.2
SE DECISION MADE: 26-JUL-2000
510(k) SMMARY AVATIABIE FRCM FDA

DEVICE: MCDEL 8500, HAND HEID PULSE OXIMETER, MCDEL 8500
SE DECISION MADE: 20-JUL~2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: DR180-II
SE DECISION MADE: 20-JUL~2000

510(k) SMMARY AVAILAHLE FRCM FDA

DEVICE: INTROXXER SHEATH
SE DECISION MADE: 17-JUL~2000
510(k) STATEMENT

DEVICE: NUMED Z-5 ATRIOSEPTOSTCMY CATHETER
SE DECISION MADE: 12-JUL~2000
510(k) SMMARY AVATIARIE FROM FDA

DEVICE: NUVASIVE PERCUTANEOUS TRANSFACET/INTRAPEDICULAR SCREW
SE DECTSION MADE: 25-JUL-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: OMRON INTELLISENSE BIOCD PRESSURE MONTTCR, MODEL HEM-907
SE DECISICN MADE: 03-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BEQUIVALENT (SE) 510(K) SUIMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

CPTIVUS TECHNOLOGY, INC. 510(k) NO:
ATTN: RENEE J THIBEALLT PHONE NO :
49 PIAIN STREET

NORTH ATTLEBORO, MA 02760

ORTHO-CLINICAL DIAGNOSTICS, INC. 510(k) NO:
PRODUCTS CALIBRATCR KIT 1

ATIN: MARLENE SHULMAN PHONE NO :
100 INDIGO CREEK DRIVE

ROCHESTER, NY 14626-5101

ORTHOMERTCA PRODUCTS, INC. 510(k) NO:
ATIN: WILLIAM H.E. VON CEHSEN  PHONE NO :
1001 PENNSYLVANIA AVE. MW.

6TH FLOOR

WASHINGTON, DC 20004

OTSUKA PHARMACEUTICAL 0., LTD.  510(k) NO:
ATIN: JAMES W HARRIS PHONE NO :

2440 RESEARCH BLVD
ROCKVILLE, MD 20850

OTTO BOCK ORTHOPAEDISCHE INDUSTRIES10(k) NO:
ATIN: E. P. BERT HARMAN PHONE NO :

PAIM MEDICAL USA, INC 510(k) NO:
ATTN: MARK J KRHN PHONE NO
6322 N.W. 18TH DR., SUITE 170

GAINESVILIE, FL 32653

PASCO LABCRATCRIES, INC. 510(k) NO:
ATTN: LINDA K DILION PEONE NO :
12750 WEST 42ND AVE.

WHEAT RIDGE, CO 80033

PASCO LABCRATORIES, INC. 510(k) NO:
ATTN: LINDA K DILLON PHONE NO :
12750 WEST 42ND AVE

WHEAT RIDGE, OO 80033

PELVICARE, INC. 510(k) NO:
ATIN: WALTER D WALLACH PHONE

28202 CABOT RD., SUITE 300
LAGUNA NIGUEL, CA 92677

K992414
508-643-0434

K001885
716-453-4041

K001167
202-624~-7249

K001032
301-527-4719

K001890
£612-553-9464

K993527

+ 325-376-0380

K001516
303-423-9504

K001612
800-321-9813

K001386

NO : 949-365-5701

18-AIG-2000
Page 20

DEVICE: PROTCN BEAM THERAPY SYSTEM (PBTS)
SE DECTSION MADE: 21-JUL-~2000
510(k) SUMMARY AVAILAEIFE FROM FDA

DEVICE: VITROS CHEMISTRY PRODUCTS BUN/UREA SLIDES AND VITROS CHEMISTRY

SE DECISION MADE: 20-JUL~2000
510(k) SMARY AVAILARIE FRCM FDA

DEVICE: OPT BAND
SE DECISICN MADE: 07-JUL~2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: RLP-CHOLESTERCL TMMUNOSEPARATION ASSAY
SE DECISION MADE: 24-JUL~2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SHERPA/KCDIRK CUB MOBILITY SYSTEM (MANUAL, WHEELCHATR)
SE DECISION MADE: 24-JUL~2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: LOCP ELECTRCDE, BALL ELECTRODE
SE DECISICN MADE: 06-JUL-2000
510(k) STATEMENT

DEVICE: PASCO MIC AND MIC/ID PANELS
SE DECISION MADE: 12-JUL~2000
510(k) SMMARY AVAIIARLE FRCM FDA

DEVICE: PASOD MIC AND MIC/ID PANELS
SE DECISION MADE: 18-JUL~2000
510(k) SUMMARY AVATILARLE FRCM FDA

DEVICE: ACCUSET SENSCR, MCDEL 2000
SE DECISION MADE: 17-JUL-2000
510(k) SIMMARY AVATLARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-JUL~2000 THROUGH 31-JUL~2000

PFM PRCDUKTE FUR DIE MEDIZIN AG
ATTN: SALVADCRE F PALOMARES

154 VIA LAMPARA
RANCHO SANTA MARGARITA, CA 92688

PLUS CRTHOPEDICS
ATIN: HARTMUT ILOCH
3550 GENERAL ATOMICS CT.

BLDG. 15-100
SAN DIBGO, CA 92121-1122

ATYTAT. LATY Y TAD T AL
AL lN= LN RAS FE A NS AL PV

7736 ZIONSVILLIE RD.

TANTANADNYT TC TN AEDEQ
AN/ ATRNIME ATy AV FOLOO

DY WRA QANTRITK TN

ITRALLYE RSy adly  Aivoe

ATTN: MARTIN STERNER
1872 MCERIDE AVE.

FAIR LAWN, NJ 07410-2812

PROSURG, INC.

ATTN: ILEE BUI

2193 TRADE ZONE BLVD. -
SAN JOSE, CA 95131

QUANTEL MEDICAL

ATTN: GECRGE MYERS

377 ROUTE 17 SOUTH
HASBROUCK HEIGHTS, NJ 07604

R & D MEDICAL PRODUCTS, INC.

20492 CHRESCENT BAY DR. #106
LAKE FOREST, CA 92630

R-MED, INC.

ATIN: ERCA. D RIZA
3465 NAVARRE AVE., BOX 167636

P oo e M ~y AL f —’,""
URAAN, UKl 436167630
TANMTIrATT O TRV
RADIQNICS, INC.
ATIN: KEVIN J O’CCNNELL

29 MoV UL
Ll LLENNL £iVAde

BURLINGTON, MA 01803

510(k) NO
PHONE

510(k) NO:
PHONE NO :

510(k) NO:
PEONE NO :

510(k) NO:
PHONE NO :

510(k) NO:

T mma v nma

K001716
949-463-6146

K001942

BHE—4D0—LHN)

201-398-7412

KD0O124
408-945-4044

K993674
201~727-1703

K001117
562-274-0361

K001236
415-693-748

[

wN1QEN

s NNJLINS

781-272-1233

DEVICE: REDON SET
SE DECISICN MADE: 19-JUL~2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE. SL~PLUS AND SLR-PIUS STEMS

. DECISION MADE: 25-JUL-2000

g

O(k) S#ARY AVAILABLE FHOM FDA

w
i

DEVICE: BIOSCANNER TRIGLYCERIDES TEST STRIPS

UTCR . LTI‘MT‘NIM OVTINE DI | CTIMTOOTE AN s mwc
ALV AN s SAMARRANAD WAILAS DN OARTLLA LWL

SE DECISION MADE: O5-JUL~2000
510(k) SIMVARY AVATIARIE FROM FDR

~ N AAASERNL AVALI IS JIve DG

DEVICE: SENSATION -VACUM ASSIST DEVICES
SE DECTSION MADE: 10-JUL-2000
510(k) STATEMENT

DEVICE: POCKET ULTRASONIC PACHYMETER
SE DECISION MADE: 13-JUL~2000
510(k) SMMARY AVATIARIE FROM FDA

DEVICE: COMFORT STIM
SE DECISION MADE: 05-JUL~2000
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: RI_Z’A_EAND STREIUiE:!} (RBS)-60000

SE DECISIOQN MADE: 17-JUL~2000
510(k) STATEMENT

TEMIT . NATSTTAAT MRACCSTAN CRUICYIAL £
LDV INAD e UL WLl LOWVRADUUINY D110 ‘U.I.D)

18-ANG-2000-
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SUBMITTER ADDRESS LISTING FOR CDORH SUBSTANTIALLY FQUIVALENT (SE) 510(K) SUIMMPRIES CR 510(K) STATEMENTS
FOR FINAL DECISICONS RENDERED DURING THE PERICD 01-JUL-2000 THROUGH 31-JUL~2000

510(k) NO

ATTN: PRISCILIA A HAMIIL PHONE NO :

ROCHE DIAGNOSTICS CORP. 510(k) NO:
ATTN: JENNIFER TRIBBETT PHONE NO :
9115 HAGUE ROPD

INDIANAPCLIS, IN 46250

ROCHE DIAGNOSTICS CCRP 510(k) NO:
ATTN: JENNIFER TRIBEBETT PHONE NO :
9115 HAGUE RD.

INDIANAPCLIS, IN 46250-0457

ROCHE DIAGNOSTICS CCRP 510(k) No:
ATTN: KAY A TAYLOR PHONE NO :
9115 HAGUE FD.

INDIANAPCLIS, IN 46250-0457

ROCHESTER MEDICAL CCRP 510(k) NO:
L CATHETER

ATIN: MARY WILEN PHONE NO :
ONE ROCHESTER MEDICAL DR

STEWRRTVILIE, MN 55976

RAL-ABILITY (PTY) LID. 510(k) NO:
ATIN: KEITH F MYBURGH PEONE NO :
6162 STEEPLECHASE DRIVE

ROPNCKE, VA 24018

SCIENTIFIC PHARMACEUTICALS, INC. 510(k) NO:
ATTN: JAN A CRLOWSKI PHONE NO :
3221 PRODUCER WAY

POMONR, CA 91768

SEEDLING ENTERPRISES. LLC 510(k) NO:
ATIN: PAMEIA PAPINEAU PHONE NO :

S WHITOOMB AVE.

AYFR, MA 01432
SELFCARE, INC.

510(k) NO:

ATTN: CARCL A ADILETTO PHCNE NO :

200 PROSPECT ST.

WALTHAM, MA 02154-3457

K993706
317-576-3723

KDO1356
317-576-3742

K001421
317-576-3742

KD01906
317-576-3544

K001143
507-533-9612

K001298
540-776-0363

KD01446
909-595-9922

K001723
978-772-3552

KD02049
781-647-3900

18-AIG~200C
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DEVICE: ELECSYS SERUM B-CROSSLAPS/SERUM IMMUNCASSAY
SE DECISION MADE: 24-JUL-2000
510(k) SGMMARY AVATIABLE FROM FDA

DEVICE: ONTRAK TESTCUP PRO-5, MODEL 1986678
SE DECISICN MADE: 10-JUL~2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ONTRAK TESTCUP 501, MCDEL 3016633
SE DECISICN MADE: 12-JUL-2000
510(k) S(MMARY AVAITABIE FRCM FDA

DEVICE: ELECSYS INSULIN CALSET
SE DECISICN MADE: 13-JUL-2000
510(k) SMMARY AVAILARIE FRCM FDA

DEVICE: RELEASE NF ANTTIBACTERIAL FOLEY CATHETER, ANTIBACTERIAL PERSCNA

SE DECISION MADE: Q7-JUL~2000
510(k) SIMMARY AVAILABLE FROM FDA

DEVICE: J.A.G. LIGHTWEIGHT MANUAL WHEELCHATR
SE DECISION MADE: 18-JUL~-2000
510(k) STATEMENT

DEVICE: LIGHT-CURFD CRTHCDONTIC BAND CEMENT
SE DECISICN MADE: 21-JUL-2000
510(k) STATEMENT

DEVICE: COOL-TEC ELECTRODES
SE DECISION MADE: 19-JUL-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: INVERNESS MEDICAL EARLY PREGNANCY TEST
SE DECISION MADE: 27-JUL—2000
510(k) SUMMARY AVAITARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SWMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~-2000

SGMP (0., LID. 510(k) NO: KD02175

LOVE WITH PROTEIN CONTENT LABELING CIAIM (50 MICROGREMS CR
ATIN: JANNA P TUCKER PHONE NO : 775-342-2612
198 AVENUE DE IA D’EMERALD

SPARKS, NV 89434

S ., LID. 510(k) NO: KD02176

OVES WITH PROTEIN CONTENT IARFLING CLAIM (50 MICROGRAMS IE
ATTN: JANNA P TUCKER PHONE NO : 775-342-2612
198 AVENUE DE LA D'EMERALD

SPARKS, NV 89434

SHANGHAT PM PLASTICS ENT. 0., LID510(k) NO: K0OO1432

ATIN: CHANG T SUN
NO. 258, YUSHU RD. CHANGQIAO
TOWNSHIP, SHOHJIANG COUNTY, SH,

PHCNE NO

SHANGHAI POSEIDCN PLASTIC PRODUCTSS510(k) NO:
ATIN: JANNA P TUCKER PHONE NO
198 AVENUE DE LA D’EMERAID

SPARKS, NV 89434-9550

SHANGHAT POSEIDON PLASTIC PRODUCTS510(k) NO:
ATIN: JANNA P TUCKER PHONE NO :
198 AVENUE DE IA D’'EMERALD

SPARKS, NV 89434-9550

SHLJIAZHUANG HONGXTANG PLASTICS PR510(k) NO:
ATIN: JAMES U PHCNE NO :
12390 EAST END AVENUE

CHINO, CA 91710

SHIJIAZHUANG HONGXIANG PLASTICS PR510(k) NO:

ATIN: JAMES CHU PHONE NO :
12390 EAST END AVENUE

CHINO, CA 91710

SIGMA DIAGNOSTICS, INC. 510(k) NO:
ATIN: WILLIAM R GILBERT PHONE NO :
545 SOUTH EWING AVE.

ST. IOUIS, MO 63103

SIMS BCI, INC. 510(k) No:
ATIN: DONALD ALEXANDER NO :

N7 W22025 JOHNSON RORD
WAUKESHA, WI 53186

Page 23

DEVICE: NON-STERTLE POWDER FREE BUBBLE-GUM SCENTED IATEX EXAMINATION G

SE DECISION MADE: 31-JUL~2000
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: NCN-STERILE POWDER FREE PINEAPPLE SCENTED LATEX EXAMINATICON GL

SE DECISION MADE: 31-JUL~2000
510(k) SUMMARY AVATIARIE FROM FDA

DEVICE: DISPOSAELE PVC SYNTHETIC EXAM GLOVES, POWDER FREE

011 862 157814212SE DECISION MADE: 0S5—JUL~2000

KD01836
775-342-2612

K001837
862 162 095147

K001861
909-262-8860

K001863
909-262-8860

K993741

: 314-286-7880

K001770
262-542-3100

510(k) STATEMENT

DEVICE: NITRILE EXAMINATION GLOVES, PRE-POWDERED, OCLOR WHITE
SE DECISICN MADE: 26-JUL-2000
510(k) STATEMENT

DEVICE: NITRILE EXAMINATICN GLOVES, PRE-POWDERED, CCLOR BLUE
SE DECISICN MADE: 11-JUL~2000
510(k) STATEMENT

DEVICE: SYNTHETIC PCOWDERED (YELLOW) VINYL PATIENT EXAMINATION GLOVES
SE DECISION MADE: 11-JUL~2000
510(k) SUMMARY AVAITARIE FRCM FDA

DEVICE: SYNTHETIC POWDERED (WHITE) VINYL PATIENT EXAMINATION GLOVES
SE DECISICN MADE: 11-JUL-2000
510(k) SWMARY AVATIABLE FROM FDA

DEVICE: EZ IDL CHOLESTERCL, TEST SYSTEM
SE DECISION MADE: 03-JUL~2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: BCI MA529A CEM DIGITAL HANDHEID OXTMETER, MODEL M4529A
SE DECISION MADE: 05-JUL~2000
510(k) SUMMARY AVAIIABLE FRCM FDA

18-AIG-2000



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES OR S510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

SIMS PORTEX, INC.
ATIN: BRIAN D FARIAS
10 BOWMAN DR.

KEENE, NH 03431

SMITH & NEPHEW ENT.
ATIN: ALICIA FARMGE
2925 APPLING RD.
BARTLETT, TN 38133

SMITH & NEPHEW, INC.
ATIN: ALICIA E FARAGE
2925 APPLING RORD
BARTLETT, N 38133

PITTSBURGH, PA 15212

SULZER CORTHOPEDICS, INC.
ATTN: FRANCES E HARRISCN
9900 SPECTRM DR.
RUSTIN, TX 78717

SULZER CRTHOPEDICS, INC.
ATIN: MITCHELL A DECRITY
9900 SPECTRIM DR.
AUSTIN, TX 78717

SURGIDEV CORP.

ATIN: MARGARET ALDRED
5743 THORNWOCD DR.
GCLETA, CA 93117

SURGILIGHT, INC.
ATIN: TIMOTHY J SHEA
12001 SCIENCE DR.,
CRLANDO, FL 32826

SYBRON DENTAL SPECIALTIES INC.

ATTN: OCLIEEN BOSWELL
1717 WEST CCLLINS AVENUE
CRANGE, CA 92867

SYNCCR PHARMACEUTICALS, INC.

ATIN: GARY GIIMCRE
1313 WASHINGTON AVE.
GOLDEN, CO 80401

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

KO001318
603-352-3812

K001902
901-373-0200

KD01466
901-373-0279

KD01745
412-322-8280

KD01320

NO : 512-432-9306

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHCNE NO @

510(k) NO:
PHONE NO :

K001536
512-432-9202

K001234
805-683-3851

K993328
407-482-4555

K001876
714-516-7484

K994016
303-279-1914

18-AUG-2000
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DEVICE: CPAP SYSTEM, MCDEL 102001
SE DECISICN MADE: 20-JUL-~2000
510(k) SUMMARY AVATLAHIE FRCM FDA

DEVICE: BOJRAB UNIVERSAL LONG IMLANT, MCDEL TED
SE DECISION MADE: 10-JUL-2000
510(k) SIMMARY AVATIARIE FROM FDA

DEVICE: VOOOM SILIOONE SYSTEM
SE DECISION MADE: 26-JUL~2000
510(k) SUMMARY AVAILABIE FROM FDA

DEVICE: MIDIFICATION TO PROVIDENT HIP SYSTEM
SE DECISICN MADE: 27-JUL-2000
510(k) STATEMENT

DEVICE: SULZER CRTHOPEDICS INC. NATURAL-HIP SYSTEM LD STEM
SE DECISICN MADE: 07-JUL~2000
510(k) SUMMARY AVATTARLE FROM FDA

DEVICE: INTER-OP METASUL HOODED AND PROTRUSIO ACETABULAR INSERTS
SE DECISION MADE: 27-JUL~2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: BIOINSULATED SILICONE PUNCTUM PLUG
SE DECISICN MADE: 11-JUL~2000
510(k) SOMMARY AVATIABLE FROM FDA

DEVICE: SURGILIGHT, INC EXCIMER LASER
SE DECISION MADE: 18-JUL~2000
510(k) SUMMARY AVATIARIE FRCM FDA

DEVICE: TAKE 1 BITE
SE DECISION MADE: 21-JUL~2000
510(k) SIMMARY AVATIARIE FRCM FDA

DEVICE: PHARMASEED, MODEL BT-103-3
SE DECISICN MADE: 14-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FCOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS

FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

SYNCCR PHARMACEUTICALS, INC.

ATIN: GARY GIIMRE
1313 WASHINGTON AVE.
GOLDEN, OO 80401

SYNTERMED, INC.
ATIN: KENNETH F VAN TRAIN

210 INTERSTATE NORTH PARKWAY

SUTTE 700
ATIANTA, GA 30339

SYNTHES (USA)

ATIN: SHERI L MUSGNUNG
P.0. BOX 1766

1690 RUSSELL ROAD
PACLI, PA 19301-1222

SYNTHES SPINE

ATTN: JONATHAN GILBERT
P.O. BXX 0548

1690 RUSSELL RORD
PAOLI, PA 19301

TARACAN PTY. LID.
ATIN: KETTH DBEGENHARDT
258 HALTFRAX STREET
RDETATDE, SOUTH AUSTRALIA,

THE DANIELS CORPORATICN
ATTN: FLOYD G LARSON
4329 GRAYDCN ROAD

SAN DIBEGO, CA 92130

DUXBURY , MA 02332

THERMEAGE, INC.
ATTN: KEITH MULLOWNEY
4058 FOINT EDEN WAY
HAYWARD, CA 94545

THERMOQUEST CORP.
ATTN: RICHARD L MILLER
MILL CREEK RORD
MARTETTA, CH 45750

510(k) NoO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:

PHCNE NO

510(k) NoO:
PHONE NO @

510(k) NO:
PHONE NO :

K¥994018
303-279-1914

K001276
714-281-1256

K994161
610-647-9700

KDO1864
610-647-9700

KDO1772
08 822 36644

KDO1337
858-792-1235

KDO1515
781-582-2328

KD00944
510-782-2286

K001524
740-373-4763

DEVICE: PHARMASEFD, MCDEL BT-125-3
SE DECISION MADE: 17-JUL-2000
510(k) STATEMENT

DEVICE: MEDICAL IMBAGE MERGE (MIM)

SE DECISION MADE: 17-JUL-2000

510(k) SMMARY AVATLAELE FROM FDA

DEVICE: SYNTHES BICRESORBABIE SUTURE ANCHOR
SE DECISION MADE: 28-JUL~2000

510(k) SUMMARY AVATIARLE FRCM FDA

DEVICE: SYNTHES CERVIFIX SYSTEM

SE DECISION MADE: 20-JUL~2000

510(k) SWMMARY AVATLABLE FROM FDA

DEVICE: IASFREX ERA ARTICULATED ARM KIT, MODEL LQP4106-AA

SE DECISION MADE: 06-JUL~2000
510(k) STATEMENT

DEVICE: DANIELS SHARPSMART REUSAELE SHARPS CONTAINER

SE DECISICN MADE: 05-JUL~2000
510(k) SUMMARY AVATLABLE FRCM FDA

18-AUG~200C"
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DEVICE: PATHWAY CTS 2000 PELVIC FLOCR TRAINING SYSTEM, MCDEL PATHWAY C

SE DECISION MADE: 31-JUL~2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: THERMAGE THERMACOCK, SYSTEM
SE DECISICN MADE: 19-JUL~2000
510(k) SGMMARY AVATTARLE FRCM FDA

DEVICE: FORMA SCIENTTFIC DIRECT HEAT INCUBATCRS

SE DECISICN MADE: 12-JUL-2000
510(k) SMMARY AVAITARLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARRIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD O1-JUL-2000 THROUGH 31-JUL-2000

TISSUE TECHNCLOGIES, INC.

IFICATIONS FOR STRANDS AND SUTURE

ATIN: JESSE KRAMER
1370 GREEN STREET
SAN FRANCISO, CA 94109

TOP QUALITY MFG. INC.
ATIN: ART WARD

3234 ELIA IANE

NEW PORT RICHEY, FL 34655

TORNIER S.A.

ATIN: DAVID W SCHLERF

200 GREGORY LANE

SUITE C-100

PLEASANT HILI, CA 94523-3389

TREK DIAGNOSTIC SYSTEMS, INC.

ATIN: CYNTHIA C KNAPP
29299 CILEMENS RD., SUITE 1-K
WESTLAKE, CH 44145

TZ MEDICAL, INC.

ATIN: BYRON KAHLER

15858 S.W. UPPER BOONES FERRY
RD.

LAKE QSWBGO, CR 97035

22 DUBON CT.
FARMINGDALE, NY 11735

510(k) No:
HALES
PHNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:

PECNE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

K002071
415-885-6269

KO00050
813-645-2855

K001932
925-356-2640

K001558
800-216-9036

KD01573
440-250-1665

K001137
519 455 7060

K993205
503-639-7221

K001450
203-845-1390

K993996
516-777-2000

18-AUG-2000
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DEVICE: SOFTFORM SOFT TISSUE AUGMENTATION TUBE WITH INSERTICN TOCL MOD

SE DBECISION MADE: 24-JUL-2000
510(k) STATEMENT

DEVICE: TOP QUALITY CHLORINATED-POWDERFREE EXAMINATICN GLOVES
SE DECISION MADE: 27-JUL~2000
510(k) SUMMARY AVAITABRLE FRCM FDA

DEVICE: TORNIER CEMENT RESTRICICR
SE DECISION MADE: 20-JUL~2000

510(k) SUMMARY AVAITARIE FRCM FDA

DEVICE: SENSTITITRE 18-24 HOURS SUSCEPTIBILITY PLATES (QUINUPRISTIN/DAL

SE DBECISICN MADE: 24-JUL~2000
510(k) STATEMENT

DEVICE: SENSITITRE 18-24 HOURS SUSCEPTIBILITY PLATES
SE DECISICN MADE: 18-JUL-2000
510(k) STATEMENT

DEVICE: AEROTRACH PLUS VALVED HCEDING CHAMEFR ("VEC")
SE DECISION MADE: O5-JUL~2000
510(k) STATEMENT

DEVICE: BOCKER BCGX, MCDEL PAD 5010
SE DECISION MADE: 20-JUL-2000

510(k) STATEMENT

DEVICE: AUTO SUTURE MICRO SURGICLIP CLIP APPLIER
SE DECISICN MADE: 18-JUL~2000
510(k) SUMMARY AVAITARTE FRCM FDA

DEVICE: UNIVEC AUTO-DISAEIE HYPODERMIC SYRINGE
SE DECISICN MADE: 17-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTIALLY BEQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD O1-JUL~2000 THROUGH 31-JUL~2000

SUTTE 208; P.O. BCOX 36
CRMOND BEACH, FL 32175-0036

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO :

VORTRAN MEDICAL, TECHNCLOGY 1, INC.510(k) NO:

WAKD CGHEMICALS, USA, INC.

1600 BELLWOCD RD.
RIGEMOND, VA 23237

WAKD CHEMICALS, USA, INC.
ATTN: TONYA MALICORY
1600 BELIWOCD RD.
RICHMND, VA 23237

WAKO CHEMICALS, USA, INC.
ATIN: TONYA MALICRY
1600 BELLWOOD RD.
RICHMOND, VA 23237

PHINE NO :

510(k) NO:
PHONE NO

510(k) No:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO :

510(k) NO:

PHONE NO :

KD01582
330-562-1000

K001541
904-672-0450

K0D01430
916-733-6870

KDO2046

s 202-637-5813

K001789
520-779-2771

KD01533

: 508-337-2188

KD01919
804-714-1925

K001920
804-714-1925

K001921
804-714-1925

18-AlG-2000
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DEVICE: LIBERTY 9000 BREAST COIT. WITH DISPOSARLE BIOPSY PLATE
SE DECISION MADE: 17-JUL-2000
510(k) SUMMARY AVATLARIE FROM FDA

DEVICE: MINICAM
SE DECISICN MADE: 21-JUL~2000

510(k) STATEMENT

DEVICE: RESPIRTECH PRO-C2C, MODEL 2200 AND RESPIRTECH PRO, MIDEL 2000
SE DECISICN MADE: O5-JUL~2000

510(k) SMBRY AVATLAEIE FROM FDA

DEVICE: MODIFICATICON TO AUTCMATED NON-INVASIVE BILOCD PRESSURE MONTTCR,

SE DECISICN MADE: 21-JUL~2000
510(k) STATEMENT

DEVICE: SEAMGUARD STAPLE LINE REINFORCEMENT MATERIAL
SE DECISION MADE: 06-JUL~2000
510(k) SUMMARY AVAILARLE FRCM FDA

DEVICE: SURGIFLATOR—40
SE DECISION MADE: 31-JUL~2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: WAKD AUTCKIT LP(A)/DADE DEMENSICN
SE DECISION MADE: 23-JUL-2000
510(k) STATEMENT

DEVICE: WAKO AUTCKIT LP(A)/ RA,500/1000,
SE DECISION MRDE: 23-JUL~2000
510(k) STATEMENT

DEVICE: WAKO AUTCKIT LP(A)/EXPRESS 550
SE DECISION MADE: 23-JUL~2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTAILY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-JUL~2000 THROUGH 31-JUL~2000

WAKO CHEMICALS, USA, INC.
ATTN: TONYA MALIORY
1600 BELLWOCD RD.
RICGHMOND, VA 23237

WAKO CHEMICALS, UsSA, INC.
ATTN: TCNYA MALIORY
1600 BELLWOCD RD.
RIGMOND, VA 23237

WAKO CHEMICALS, USA, INC.
ATTN: TONYA MALICRY
1600 BELIWOOD RD.
RIGRMOND, VA 23237

WAKD CHEMICALS, USA, INC.
ATIN: TONYA MALICRY
1600 BELLWOCD FOD.
RICGMIND, VA 23237

WELCH ALLYN, INC.

ATIN: DAVID KLEMENTOWSKT

4341 STATE STREET RD.

P.O. BCX 220

SKANEATELES FALLS, NY 13153-0220

510(k) NO:
PHONE

K001929

NO : 804-714-1925

510(k) NO:
PHONE

K001931

NO : 804-714-1925

510(k) NO:
PHCNE NO :

510(k) NO:
PHCNE NO :

510(k) No:
PHINE NO 3

510(k) NO:
PHONE NO

K001933
804-714-1925

K0DO01934
804-714-1925

K001265
315-685-4133

K001989

t 219-372-4523

18-AIG-2000
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DEVICE: WAKO AUTCKIT LP(A) AND LP(A) CALIERATOR/COBAS FARA
SE DECISION MADE: 24-JUL~2000
510(k) STATEMENT

DEVICE: WAKO AUTOKIT LP(A) & LP(A) CALIBRATCR/AEROSET
SE DECISION MADE: 24-JUL~2000
510(k) STATEMENT

DEVICE: WAKO AUTCKIT LP(A) & LP(A) CALIBRATOR/COBAS BIO
SE DECISION MADE: 24-JUL-2000
510(k) STATEMENT

DEVICE: WAKO AUTOKIT LP(A) & LP(A) CALIBRATOR/BECKMAN CX
SE DECISION MADE: 24—-JUL~2000
510(k) STATEMENT

DEVICE: WELCH ALLYN INSTRUMENT INTERFACE MCDULE
SE DECISION MADE: 13-JUL~2000
510(k) SMMARY AVAILARIE FRCM FDA

DEVICE: OOONRAD/MORREY TOTAL ELBCW. MODEL 32-8105 SERIES
SE DECISION MADE: 25-JUL~2000

510(k) SMMARY AVAILARIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BOUIVALENT (SE) 510(K) SUIMMARIES CR 510(K) STATEMENTS 18-AG-2000
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TOTAL 510(k)s THIS PERICD 248
TOTAL WITH SUMMARIES 176
TOTAL WITH STATEMENTS 72



